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(54) STABILIZED MEDICINAL PREPARATION 

(57)Abstract- 

PROBLEM TO BE SOLVED: To obtain a medical preparation which Is stable to ultraviolet rays 
and heat and excellent in the preservative stabilization by coating the surface with a coating 
agent containing a specific light^shielding agent and a free radical scavenger. 
SOLUTION: The stabilized medicinal preparation is obtained by coating the surface with a 
coating agent which contains (A) a light-shielding agent capable of generating free radicals by 
ultraviolet rays, preferably a metal oxide (e.g. titanium oxide, iron sesquioxide or zinc oxide), (B) 
a free radical scavenger, preferably in addition (C) an oil substance (e.g. a polyethylene glycol) 
selected from esters and alcohols and (D) a basic substance (e.g. a metal carbonate or a metal 
hydroxide). As the component B, a sulfite (e.g. sodium hydrogensulfite). vitamins C and E (e.g. 
ascorbic acid, dl-a-tocopherol or the like) are preferably illustrated. It is preferable that the 
components A, B, C and D are included in the coating agent in amounts of 10-30 wt%, 1-20 
wt.X, 10-20 wL% and 1-20 wt.%, respectively. 
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It is found that the application should be rejected for the following reasons. If 
the applicant has an opinion on the reasons for rejection, he can file an 
argument within 60 days firom the mailing date of this notification. 



application is an invention that has been described in the following published 
materials, and has become available for public use via electrical 
commimication lines, in Japan and abroad prior to the application, under the 
provisions of Article 29, paragraph 1, subparagraph 3 of the Patent Law, it 
cannot be granted a patent. 

2. Based on the fact that the invention described in the following claims 
of the application is one that has been described in the following published 
materials, and has become available for public use via electrical 
communication lines, in Japan and abroad prior to the application, it could 
easily have been invented by someone with normal knowledge of the 
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technical field of the invention prior to the application. Therefore, under 
provisions of Article 29, paragraph 2 of the Patent Law, it cannot be granted a 
patent. 

3. The following points described in the claims of the application do not 
satisfy the requirements stipulated in Article 36, paragraph 6, subparagraph 2 
of the Patent Law. 

(For documents quoted see List of Quoted Docimients etc.) 

Claims 1 to 4 

Reasons 1 and 2 

Docimients Quoted etc. 1 , 4 and 5 

Comments 

Document 1 states that colorants, such as calcium sulfate and calcium 
carbonate, can be added to a solid preparation for purposes of light-shielding 
(page 24, lines 5 to 26). 

Docimients 4 and 5 describe calcium hydrate, calcium hydrogen 
phosphate, calciimi lactate, calcium gluconate, and the like, as examples of a 
calcium-containing compound having properties of white powder similar to 
calciimi sulfate (Docmnent 4 pages 79 and 814 to 815, Document 5 pages 187, 
230 to 231, and 330). 

Therefore, based on the opinions of Documents 1,4, and 5, and 
technical common sense at the time of the application, since the attempt to 
achieve light-shielding by using commonly known calcium-containing 
compounds, such as calcium hydrate, calcium hydrogen phosphate, calcium 



2 



lactate, and calcium gluconate, which can be used in colorants since they 
comprise white powder similar to calcium siilphate, can be easily devised by 
an expert in the art, the abovementioned particulars cannot be recognized as 
having any special effects. 

Claims 5 to 18 

Reason 2 

Docimients Quoted etc. 1 to 5 
Comments 

Document 1 states that, in a solid preparation, a film coat lock can be 
made by using polymers such as hydroxypropyl methylcellulose and 
hydroxypropyl cellulose, that a colorant such as calcium sulphate or calcium 
carbonate can be added at that time for the purpose of light-shielding, and that 
calcixmi sulphate, calcium carbonate, pullulan, hydroxypropyl methylcellulose, 
and such like, can be added at the time of making a sugar-coated pill (page 24 
line 5 to page 25 line 12). Document 2 states that, in a single-layer sugar- 
coated pill that is coated with a sugar solution fluid, calciimi carbonate, 
calcium phosphate, calciimi sulfate, and the like, can be used as additives to 
the sugar solution (Claims 1 to 4, [0012] and [0020]). Document 3 states that, 
in a sustained release preparation that has been coated with a coating agent of 
hydroxypropyl methylcellulose, precipitated calcivim carbonate can be added 
to the coating agent ([0012]). Documents 4 and 5 describe calcium hydrate, 
calcium hydrogen phosphate, calcium lactate, calciimi gluconate, and such 
like, as calcium-containing compounds having properties of white powder 
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similar to calcium carbonate (Document 4 page 789 and pages 814 to 815, 
Document 4 page 148, page 187, pages 230 to 231, and page 330). 

Therefore, in the invention described in Documents 1 to 3, making a 
film composition substance by mixing calcium carbonate, calciimi sulphate, or 
other known calcium-containing compounds having similar properties to these 
compoimds, described in Docimients 4 and 5, with a polymer such as 
hydroxypropyl methylcellulose or the like, and then applying a coating 
preparation by coating the film composition substance with a locking agent or 
capsule or the like, are techniques that can be easily devised by an expert in 
the art. 

The present specification of the application states only that a film 
composition substance made by mixing a specific cellulosic polymer with 
calcium lactate, calcium chloride, and calcium gluconate, and a coating 
preparation that uses the film composition substance, obtain superior effects 
with regard to points such as the color tone of the film, the surface sheen, and 
the amount of active elements held, in comparison with those that use 
magnesiimi chloride and titanium oxide, and does not mention that similar 
advantageous effects can be obtained when using other calcium-containing 
compounds and film bases. Therefore, no notable advantages over 
conventional techniques can be confirmed. 

Consequently, the effects of the invention according to claims 1 to 18 
cannot be regarded as especially notable and/or difficult for an expert to 
envisage from the inventions described in Documents 1 to 4. 

Claims 5 to 9, 12-14 
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Reasons 1 and 2 

Documents Quoted etc. 6 and 7 

Conunents 

Document 6 describes a pack cosmetic material that has an agent A 
containing alginic acid and an agent B containing water-soluble calcium salt 
(Claim 1, Embodiment 1). Calciimi chloride, calciimi lactate and the like are 
suggested as examples of water-soluble calcium salt contained in agent B 
([0014]). Moreover, Document 6 states that the pack cosmetic material can be 
used in forming a gelatinous film by pasting agent A over a skin surface and 
spraying it with agent B ([0016]). 

Document 7 describes food materials and food products having a film 
that contains polyvalent metal ions and has a polyanionic polymer as its main 
element (Clauns 1 and 2). Calcium lactate, calcium chloride, calcium 
sulphate, calciimi gluconate, and the like, are given as examples of a 
compound that supplies the polyvalent metal ions ([0008]). Document 7 also 
describes how an object for moulding is dipped in a solution containing a 
polyanionic polymer, and then dipped in a solution containing polyvalent 
metal ions ([0009] and [0010]). 

Claims 2, 6 to 13, 15 to 18 

Reason 3 

Claims 2 and 6 describe a 'calcium complex', but it is not clearly 
stated what type of compounds this 'calcium complex' may contain. 
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Note that, although the appUcant proposed amendments in a 
explanation of circumstances relating to the early examination and dated 
August 8 2004, the reasons for rejection mentioned above also stand in regard 
to the invention according to Claims 1 to 16 of these amendments. 
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